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Under a United States Federal Law, the 1V1alnmogrdp[1 Quali
facility must meet specific requlrements for mamm gra‘h‘y‘. These requiremen
health of women oy assurmg that a facility can perform quality mammography. The inspection
revealed the following Level 1 findings at your facility:
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L4 Processor quallty control records in the month of November 2000 were mlssmg for at ieast

30% of the operating days for tnm
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e Processor quality control records were missing at least 5 consecutive days tor thE "N
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e Phantom quality control records were missing for at least 4 weeks for unit 2, S

_The specific problems noted above appeared on your MQSA Facility Inspection Report, which was
-issued to your facility at the close of the inspection. These problems have been identified as Level 1,
because it identifies a failure to meet significant MQSA requirements.

Because these conditions may be symptomatic of serious underlying problems that could ¢ompromise
the quality of mammography at your facility, it represents a violation of the law which may result in
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FDA taking regulatory action without further notice to you. These actions include, but are not limited
to, placing your facility under a Directed Plan of Correction, charging your facility for the cost of on-
site monitoring, assessing civil money penalties up to $10,000 for each failure to substantially comply
with, or each day of failure to substantially comply with, MQSA standards, suspension or revocation
of your facility’s FDA certificate, or obtaining a court injunction against further mammography.

In addition, your response should address the Level 2 finding that was listed on the inspection report
provided to you at the close of the inspection. This Level 2 finding is:

"o Corrective actions for processor quality control failures were not documented at least once
for the - ) ‘

During the inspection, it was determined that there was a serious lapse in quality control from
August 5, 2000 to December 10, 2000. To ensure that patient care was not jeopardized during
this period, you may consider reviewing the clinical images for patients receiving mammograms
between August S, 2000 and December 10, 2000.

It is necessary for you to act on this matter immediately. Please explain to this office in writing
within fifteen (15) working days from the date you received this letter:

e the specific steps you have taken to correct the violation noted in this letter;
each step your facility is taking to prevent the recurrence of similar violations; and,

e include sample records that demonstrate proper record keeping procedures, if the findings relate
to quality control (Phantom QC, Processor QC).

Please submit your response to:

Mark W. Rivero, Compliance Officer

U.S. Food and Drug Administration

6600 Plaza Drive, Suite 400

New Orleans, LA 70127
Finally, you should understand that there are many FDA requirements pertaining to mammography.
This letter pertains only to findings of your inspection and does not necessarily address other
obligations you have under the law. You may obtain general information about all of FDA’s
requirements for mammography facilities by contacting the Mammography Quality Assurance
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Reston, Virginia



